
 

 - 1 -

ISO 16142-2:2017-08 (E) 
 
 
 Medical devices - Recognized essential principles of safety and performance of 
medical devices - Part 2: General essential principles and additional specific 
essential principles for all IVD medical devices and guidance on the selection of 
standards 
 
 

Contents            Page 
 
 
Foreword  ......................................................................................................................................................... iv 
 
Introduction  ...................................................................................................................................................... v 
 
1 Scope  ............................................................................................................................................... 1 
 
2 Normative references ..................................................................................................................... 1 
 
3 Terms and definitions  .................................................................................................................... 4 
 
4 Essential principles of safety and performance of IVD medical devices  ................................. 8 
 
5 Use of standards and guides in support of the essential principles  ........................................ 8 
5.1 General approach to using standards  ......................................................................................... 8 
5.2 Types of standards useful to demonstrate compliance  ............................................................. 9 
5.3 Risk management approach to demonstrating compliance  .................................................... 10 
5.4 Phases of the IVD medical device life-cycle  .............................................................................. 11 
5.5 Use of standards during IVD medical device life-cycle phases  .............................................. 11 
5.5.1 Design and development planning  ............................................................................................. 11 
5.5.2 Design and development including testing and validation  ..................................................... 12 
5.5.3 Regulatory premarket review  ...................................................................................................... 12 
5.5.4 Production  .................................................................................................................................... 12 
5.5.5 Post-production including IVD medical device use and post- market surveillance  ............. 12 
5.5.6 End of life  ...................................................................................................................................... 12 
5.6 Assessing the conformity of an IVD medical device  ................................................................ 13 
 
6 Essential principles and references to relevant standards and guides  ................................. 13 
6.1 Use of standards by authorities having jurisdiction  ................................................................ 13 
6.2 Manufacturers' use of essential principles and references to relevant standards or 

guides  ............................................................................................................................................ 14 
 
Annex A (informative) Rationale and guidance  ......................................................................................... 15 
 
Annex B (normative) Table relating essential principles to standards  ................................................... 17 
 
Annex C (informative) Website listings of other standards suitable for the medical device sector 

and for assessment purposes  .................................................................................................... 34 
 
Annex D (informative) Reference to the essential principles by International Standards  .................... 35 
 
Annex E (informative) Terminology -- Alphabetized index of defined terms  .......................................... 40 
 
Bibliography  ................................................................................................................................................... 41 
 


		2024-05-20T18:54:14+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




